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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 5, 9 and 23 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The applicant claims "the inner diameter of the first hollow member is less than 
the outer diameter of the second hollow member", which is not supported by the 
specification of the drawings. Based on the drawings, the claim will be examined to read 
"the inner diameter of the first hollow member is greater than the outer diameter of the 
second hollow member", however appropriate correction is required in the response to 
this Office action. 

3. Claim 9 recites the limitation "longitudinal axis" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. Appropriate correction is required. 

4. Claim 23 recites the limitation "retaining slot" in line 1 . There is insufficient 
antecedent basis for this limitation in the claim. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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6. Claims 1-5, 7, 8, 11, 12, 16-19, 22-25, 27-30, 32 and 33 are rejected under 35 
U.S.C. 102(b) as being anticipated by Stouder (WO 98/36785). 

Regarding claims 1, 2, 11, 12, 16-18, 29, 30 and 32, Stouder discloses a first 
hollow member (12), a second hollow member (30), which is a cylinder (Figure 1) and a 
length adjustment element (spacing members, 32 and 34) in communication with both a 
distal end of the first hollow member (12) and a proximal end of the second hollow 
member (30) wherein the length adjustment element (32 and 34) adjustably join 
together, coaxially the first hollow member and the second hollow member. When 
joined, the first and second hollow members have a selectable length longer than the 
longest of the first and second length, and the length adjustment members are threads 
with an interference fit and a slot defined by the opening in the distal end of the first 
hollow member (12) wherein the first thread is a female thread and the second thread is 
a male thread (page 9, lines 13-30). 

Regarding claims 3 and 4, Stouder discloses at least one of the first hollow 
member and the second hollow member is comprised of a semi-rigid material (plastic; 
page 16, line 32). 

Regarding claim 5, Stouder discloses the inner diameter of the first hollow 
member is greater than the outer diameter of the second hollow member (Figure 1 , it 
can be seen that the diameter of the first hollow member is larger than the second 
hollow member, allowing the second hollow member to fit inside the first). 

Regarding claim 7, Stouder discloses the distal end of the first hollow member 
includes a beveled edge (Figure 2, the distal end is tapered). 
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Regarding claim 8, Stouder discloses the distal end of the second hollow 
member defines and end face adapted to facilitate insertion into the body (page 10, 
lines 11-15). 

Regarding claim 19, Stouder discloses an elastomeric member (o-ring, 40) 
disposed between the distal end of the first member and the proximal end of the second 
end (page 9, lines 31-35). 

Regarding claims 22 and 23, Stouder discloses the device having a fastener 
(16) at the proximal end of the first hollow member with a retaining slot (20) to provide 
and interference fit for securing the guidewire device (page 8, lines 29-34). 

Regarding claims 24 and 25, Stouder discloses a locking element comprising a 
wedge (136) between the proximal end of the second member and the adjustable 
element (page 15, line 33 to page 16, line 4). 

Regarding claims 27, Stouder discloses a fluid tight seal (page 9, lines 32-35). 

Regarding claims 28, Stouder discloses a washer (18) adapted for maintaining 
a fluid tight seal (page 8, lines 25-26). 

Regarding claims 33, Stouder discloses a flange (20; Figure 1) for attaching 
medical instruments thereto. 

Claim Rejections - 35 USC § 103 
7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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8. The factual inquiries set fortli in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claims 6 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stouder (WO 98/36785). 

Regarding claim 6, Stouder discloses the invention substantially as claimed 
above, but does not disclose the medical instrument being a catheter. However, it has 
been held that a recitation with respect to the manner in which a claimed apparatus is 
intended to be employed does not differentiate the claimed apparatus from a prior art 
apparatus satisfying the claimed structural limitations. Ex Parte Masham, 2 USPQ F.2d 
1647 (1987). 

Regarding claim 26, Stouder discloses the invention substantially as claimed 
above, but fails to specifically disclose the locking device comprising a post and groove. 

However, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to use a post and groove locking member, as a post and 
groove is an obvious variation of a male and female thread locking adjustment member 
as disclosed in claim 1 1 . In this case, the first thread acts as a "groove" with the second 
thread acting as a "post", and coupling to the first thread. 



Application/Control Number: 1 0/601 ,41 0 Page 6 

Art Unit: 3731 

10. Claims 9 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stouder (WO 98/36785) in view of Hinchliffe (US 5,957,888). 

Regarding claims 9 and 10, Stouder discloses the invention substantially as 
claimed above, but fails to disclose the end face residing in a plane defining an acute 
angle with the longitudinal axis and including a chamfered edge. 

However, Hinchliffe teaches the end face of the second hollow member being 
chamfered (tapered), and creates an acute angle with the longitudinal axis of the device 
(Figure 4, distal end is tapered). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to taper the end face of the instrument to facilitate insertion into the 
body due to the more streamlined profile a tapered edge would create. 

1 1 . Claims 13-15 and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stouder (WO 98/36785) in view of Peterson (US 2001/0029353). 

Regarding claims 13-15 and 31, Stouder discloses the invention substantially 
as claimed above, but fails to disclose a notch and detent system as the length 
adjustment element. 

However, Peterson teaches a notch (1 16b) and detent (1 12c) system to allow for 
expansion and contraction of the combined length of the medical device (paragraph 37). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to use a notch and detent system to provide the medical device 
with a method of adjustability to allow the device to be used on a variety of patients, 
from infants to large adults (paragraphs 8 and 37). 
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12. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stouder (WO 98/36785) in view of Arramon et al. (US 6,875,219). 

Regarding claims 20 and 21, Stouder discloses the invention substantially as 
claimed above, but fails to disclose a radio opaque marking. 

However, Arramon et al. teaches a radiopaque marker (104; column 9, lines 26- 

31). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to include a radiopaque marker to allow for the device to be 
visualized with an imaging device during a surgical procedure (column 9, lines 33-39). 
Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JULIE A. SZPIRA whose telephone number is (571 ) 
270-3866. The examiner can normally be reached on Monday-Thursday 9 AM to 6 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Julie A Szpira/ 
Examiner, Art Unit 3731 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



